



Food and Drug Administration Office of Regulatory Affairs 

Summary Report n-intol 19 

For Sample Number: 693965 I I 

TD Sample Number: Import Sample Number 

This is an accurate reproduction of the original electronic record as of 12/10/2012 


Sample Class: Normal Everyday Sample 
Sample Flag: 

Home District; 


Sample Basis : Other-Survl 

Collecting District: NWE-DO 
Collection PACs; 56D015 


Sample Origin: Domestic 
Sample Type: Official 
Orig C/R and Records To; NWE-DO 

Product Name: Methylprednisolone Acetate (Glucocorticoid); Human - Rx/Single Ingredient; Small Volume Parenteral < 

Product Description: Product is a liquid sterile compounded suspension filled in lmL clear glass vials and labeled as 

Collection Reason: Sample collected to demonstrate the presence of unknown particulate matter in sterile drug product, lot 

#08102012@51, intended for intrathecal administration. Sample collected during an inspection and will be 
tested for sterility and undergo visual inspection. 


Lab: NRL 

District 

Conclusion: 

Disposition 

Reason: 


Split Num:0 


Date Received: 
District Conclusion 
Made By: 

Disposition 
Authorized By: 


10/03/2012 


Date Out of Lab: 1 1/27/2012 
District 


Disposition 
\uthorized Date: 


Performing Org 
NRL-MSB-L 


PAC 

56D015 


LID 


PAF 

NAR 


Compliance No 
70723-0 


Lab Class-Description 
3 - Adverse Findings 


Laboratory Status 
Completed 


Lab Conclusion 

Viable microorganisms detected in 50 of 50 units individually tested. Blackish/whitish mold and yeast like cells detected in 
three of three subs tested (Mold and yeast detected in 49 units and Yeast only detected in one unit for total of 50 units). Black 
material detected upon direct visual examination of all four units of sub # I, two units tested of sub # II & three units tested of 
sub # III. Black mold with septated hyphae was detected upon direct microscopic examination of sub # I, unit # 3 and 
blackish/whitish mold and yeast detected on subsequent culturing of this unit. In three subs tested (50 units individually) no 
growth detected in swabbing test of under the dust cover. All media, equipment, system and environmental controls were 
negative for growth. 

Lab Conclusion Date Lab Conclusion Made By ^~fv\ 


12/10/2012 


Lab Conclusion Made By 
James.Lawrence E 


la- 




Date: 12/10/2012 


Page: 1 of 1 


FDA E00276315 



ANALYST 

WORKSHEET 

; 1. PRODUCT: Methylprednisolone acetate 80 mg/ml 

2. SAMPLE NO. 693965 

3. SEALS 


4* DATE 

5. RECEIVED FROM 

6. DISTRICT OR LABORATORY 

X INTACT 


RECEIVED 

William Baroletti 

NRL 

NONE _ BROKEN 

10/03/2012 




7. DESCRIPTION OI< SAIVIKL,!!, 

One brown paper bag with 525 attached officially sealed “693965, 10/3/2012, Stacey S. Degarmo” contains three brown paper bags, 
each bag is identified as “Sample # 693965, SSD 10/2/2012” and sub numbered lof 3 - 3 Of 3. Sub # 1 has four (4) intact vials (one 


8. NET 

NO'I APPLICABLE DEC1 ARF/UN1T 1 mL 

9. LABELING 

1 set photo ORIGINAL SUBMITTED 

X NOT DETERMINED AMOUNT FOUND 


2 sets photo copies SUBMITTED 

CONTENTS 

UNITS EXAMINED % OF DECLARED _ 


NONE 


CONTAINER: 

Commercially manufactured colorless glass vial with a gray rubber stopper under metal crimp covered by a white dust cover 
measuring approx. 3.5 cm height X 1 cm base diameter 

LABELING: , , J 

Commercially manufactured label printed in white, green and black colors on paper label glued to primary container. 

CODE: 

“LOT#08102012@51 Discard after 2/6/20 1 3” printed on label attached to product’s container. 

PRODUCT: . 

Whitish milky suspension flattf" H/lb p-' 

A balckish (sometimes stained white by the product ) material filamentous in shape has been visually detected m several vials see 
page # 2 for details. 

ANALYSIS: 

Examination for Viable microorganisms (sterility analysis) 

Direct visual and microscopic examination 

USP 35/NF 30 2012, section <71> sterility test Vol. 1, pp 69-74. Sterility analytical manual (SAM), 3 rd Ed., August 1997, pp.5-17. 
See Page (s) # 2.^/fl for methodology 
UNITS TESTED: 

Three subs tested for total of fifty units individually tested for sterility. 

One unit tested for direct visual and microscopic examination 
RESULTS* 

Viable microorganisms detected in 50 of 50 units individually tested. Blackish/whitish mold and yeast like cells detected in three of 
three subs tested (Mold and yeast detected in 49 units and Yeast only detected in one unit for total of 50 units). Black material 
detected upon direct visual examination of all four units of sub # 1, two units tested of sub # II & three units tested of sub # 111. 

Black mold with septated hyphae was detected upon direct microscopic examination of sub # I, unit # 3 and blackish/whitish mold 
and yeast detected on subsequent culturing. In three subs tested (50 units individually) no growth detected in swabbing test of under 
the dust cover. All media, equipment, system and environmental controls were negative for growth. 


II. RESERVE SAMPLE: „ . , . , . ., „ . , 

One brown paper bag with 525 attached officially sealed “693965, 1 1/23/2012, Philip lstafanos, microbiologist contains three, 
brown paper bags and three whirl packbags. i.ach brown paper bag is identified as above in 7 and analyst identified as 10/3/12 PI 
and the three bags contain total of 4lfirftact units product. Sub # 1 has one (1) intact vials (one unit one vial), sub # 2 has 28 
intact vials and sub # 3 contains 18 intact vials. Each plastic whirl pack bag contains open and analyzed vials, each whirl pack bag 
identified as 693965, 10-4-12, PI and sub numbered sub 1 - sub 111. Sub # I contains (3) vials, sub # 11 contains (28) vials and sub # 
111 contains (20) vial’s. Sample kept under lock and key at room temperature throughout the analysis and until returned to sample 
custodian. Two whirl pack bag, sent to CDC on 10-1 1-12, were officially sealed “693965, 10/9/2012, Philip lstafanos, 
microbiologist”, each contains an identical set of 12 isolates, each isolate identified as “693965, 10/9/2012, PI” and sub-numbered. 
One whirl pack bag, officially sealed “693965, 1 1/23/2012, Philip lstafanos, microbiologist” contains 6 isolates, each isolate 
identified as “693965, 1 1/23/2012, PI” and sub-numbered, will be kept in locked at refrigerati^^ mperature^ l^^^ . y ^.^j_ 


12.a. ANALYST SIGNATURE ( HfBroke the seal 
Philip lstafanos ( 4 ^'f^_ 



13. WORK 
SHEET 
CHECK 


w. 


b. DATE 


1 / 2 - 


14. DATE REPORTED 


■J/LSa/A- QfLAiAT 

FORM FDA 43 1 (5/84) PREVIOUS EDITION IS OBSOLETE 

Electronic version ^ 


ia 


/of 


/ 3 - 
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GENERAL CONTINUATION 
SHEET 


PRODUCT . „ _ 

^?h kW 5 / _ 


Visual examination 


SAMPLE NO. 


6 13 ^5 


Upon receiving the sample a visual examination was made of vials in the three subs. Obvious black 
material and sometimes white filamentous material observed inside the intact vials. A picture has been 
taken of a one vial, with the visible material, of each sub. One vial of sub # 1(= sub I) was opened and 
analyzed for direct sample examination (Sub # 1-3). See page # J> for detail examination. 


N/A=Not Applicable 

SUB#'” 

“ I (XT 

2-C$> 

3 <3*0 


Visual examination 

(*< rfTjj 

-ddZc&J - _ 




Microscopic 

examination 

Photos 


**l M 

/vM 

■** 2. 

N\A 

^6Uc4nJT 

*3 






















Results 

BUifcrU 

& (cj 



NRL MSB MTU 
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Sample No. ^ 73°^^ 


General continuation sheet 


Direct Examination of Sample 
Methodology 

1. Preparation of the analytical area and sample for analysis: 

All surfaces used within the vertical HEPA filtered Bio Safety Cabinet (BSC) were thoroughly disinfected with 

prior to analysis of the sample ( /<). The number of unit (s) ( CSml ) to be 

examined (va^/were removed fro m jh e sample container and each unit was wiped with ^fLl/^ ^d isinfectant 
solution. The disinfected unit(s)(y^)'were then placed within the disinfected BSC# 7 located in 

room # 3 /_?■/„ and left to dry. Analyst wore clean lab coat, hair net, sterile sleeve and sterile gloves 
during the disinfection procedure 

2. Preparation of personnel; 

The analyst (s) dressed in a garment (s) consisting of hair net, mask, clean lab coat, sterile sleeve and sterile 
gloves. All transfers of product to growth medium were performed aseptically within the BSC 

3. Analytical procedures: t ^ 

yv.A^>-P yfe J'- 



4. Controls: 

Media: All tubes of TW ^££hr\ _ _ media and agar plates were pre-incubated prior 

to use. One un-inoculatedtube of each medium was incubated with the test tubes as closed controls (/^. 
Equipment: check all applicable 


[tffft One 1 O’* forceps was dipped into one tube of 

[ t>ft)ne pipette was used to withdraw medium from 
tubes (tf. 

One scissor was dipped into one tube of Mh 


A medium 

& media and expelled back to respective 

medium (///)• 


Environmental: Two ft (^pd- agar plates were exposed for the duration of the analysis on 

the right and left sides of the hood working area ( One tube medium was opened and exposed for the 
duration of the analysis as opened controls ( 


analyst performing analysis 


ANALYST(S) 


N/A=Not Applicable 
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PRODUCT tfotl/l'Zafver ci.c Jt^J~ SAMPLE NO. 

GENERAL CONTINUATION Tie* " >* Q c - 

SHEET /*JL &' 310^5 


Results direct examination 
N/A^Not Applicable 


SUB# 




Results 


rN/A^fNo i Appncapie ^ 

Visual examination ^ u Microscopic Photos Results 

ivOr^V V »-^L 0 examination 

&lc*t/C.SL ^ 7 *^ 

/y>«» CL^y n ^ A 1 «r^*~ ^ ^ QJtf*' 




ANALY^ 
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GENERAL CONTINUATION 

SHEET |Usi 


Direct i nocula tio n of pro duct on agar media 

SUB# 1 AgarXPlatesl .Gram stain T~ Subculture on 


SAMPLE NO. 


6>Wc,s 




/A. gal yf I laivs . vji am uuuvhhujv ' 

2? >X test ,oX > 4 / 

fleA + 


N/A-Not Applicable 

Biochemical 

identification 

/VM 




Results 

/ 0^ 

HQu (Uf&Lj 

' ykziZdSi 


h 



FDA E00276320 






GENERAL CONTINUATION SHEET 


PRODUCT n 


,W | t*JL 


.SAMPLE NO. 


DAILY OBSERVATIONS 


SAMPLE TEST 



— /VO Y VowJ+Vl 

f*) * 

W= weekend L= Leave H- Holidays 0= other (Explain) 

ANALYST(S) 



NRL-MSB 1.41Version1.1 


Electronic Ve sion of 431 A 
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GENERAL CONTINUATION 
SHEET 



Results from Subculture of 
on agar plates 


SAMPLE NO. 


Medium 


(c'x 3 fC5 


SlIB# 


£-3 



Colony Morphology 

Subculture 

on 

Biochemical 

identification 

1—2/44* 

«^/A 

^/(»A 




a/ 6> 


(ib\ 

/fc, 

d lr\ 
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GENERAL CONTINUATION 
SHEET 



SAMPLE NO. 


fay 


Results from Subculture of _ 
on agar plates 


SUB# 

loV^Agar used 


ftcfA 

i^Ui 

At 4.0 

:r-3 

** 

t 

IS 



y\/6> 

d(* 

W6, 

yvuJL*- 

^ A 


^6) 



Medium 

N/A=Not Applicable 


Colony Morphology 


Subculture Biochemical 

on identification 


CfJtl 


UjC^WiL 
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GENERAL CONTINUATION SHEET 


PRODUCT 


i ajl^C 


SAMPLE NO. 

£?i?6s 


STERILITY MEDIA & EQUIPMENT CONTROL SHEET 


Incubation Started: f <2 ~ — /2>- 


CONTROLS: 

Environmental Monitoring:_ 
duration of the analysis. 

Agar Plate Growth: 


/*>( agar plates exposed for the 

0 _bacterial colonies 
0 _mo!d colonies 
fO yeast colonies 


Media and Equipment Quality Assurance Numbers and Control Results: 


ITEM 


Thioglycollate Broth 100 ml 


Soybean Casein Digest Medium 100 ml 





Soybean Casein Digest Agar 


3 % ‘ 


70% Filter Sterilized Alcohol 


Hose 


Wipes 


System Control 


Decapitators 


QA# 

Results 

2 76-^ 


D 


276-/2. 

*/*/■ 

2/76-/2^ 


ZHz-n^ 

a|/A 

tJ (fit 

y/ A 

fossnsM 

UlA 

2 


eJtA 

N/A 

WBKft 

N/A 

Oil-tt 

■ 

mxzm 

. N/A 


Scissors 


Membranes .22microns 


Membranes .45mtcrons 


10" Forceps 


Membrane Bisectors 


Results 



/?/-/*. | ✓ 




2 - 2 ^ f P “2-0 (3 


22.5 +/- 2.5 °C lncubator_ 

32.5 +/-2.5 °C lncubator_ 

N/A=Not Applicable 


P. aeruginosa ATCC 9027 i 
S. aureus ATCC 6538 
C. albicans ATCC 10231 

B. subtilis ATCC 6633 

A. brasiliensis ATCC 16404 

C. sporogenes ATCC 11437 
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General continuation sheet Product'^j^J^ Sample No. 


Methodology-Direct inoculation 


Sample preparation . swabbing under dust cap and sterility testin 


1. Sample Preparation: 

The number of unit (s) ( V/Tj4Lq ) to be examined wa^were^emoved from the sample container under the laminar 

flow hood and all units were placed in sterile bag. The bag was disinfectecTUsing 3% H202 disinfectant solution. The disinfected 
bag then placed inside the disinfected stainless steel pass thru of the clean room and left for an hour. Analyst wore sterile latex 
rubber gloves, sterile sleeve, hair net and a mask during this procedure ( 

2. Preparation of the analytical area and personnel: 

Within the gowning area the analyst (s) dressed in a garment (s) consisting of hair net, mask, shoe cover, sterile hood, sterile 
jumpsuit, sterile booties and sterile latex rubber gloves. All transfers of product to growth medium were aseptically performed 
within a horizontal laminar flow hood (LFH) and the Bio safety cabinet (BSC) located within the bio-clean room. All surfaces 
within the LFH and BSC were thoroughly disinfected with Filter sterilized 70% alcohol prior to analysis of the sample ( fJF 

3. Analytical procedures: 

All units were placed within the LFH. For each unit the flip off dust cap was aseptically removed and by using sterile cotton swap 
moisten in sterile PB Buffer , the exposed rubber stopper area was wiped and the swab was aseptically transferred to a tube 
containing 10 ml of sterile Sab-Dextrose (Sab-Dex) medium ( y/). All tested unit (s) was(were)hen transferred to another LFH 
hood within the clean room for disinfection ( f/). Each unit was wiped with 3% H202 disinfectant solution and left to dry for up to 
one (1) hour ( y ) . All disinfected unit(s) was/were transferred to the BSC within the clean room ( Within the BSC within the 
Bio clean room. These units were again disinfected with Filter sterilized 70% alcohol and left to air dry under the BSC 

( y ). For each unit using sterile [_ CC syringe ml of the contents were aseptically delivered into SCD medium and 

^ 1 5 ml delivered into FI. Thio. medium (y'). 

The remaining droplets in the syringe were then aseptically transferred unto a MEA agar plate ( y). 

4. Controls: 

Media: All tubes of FI. Thio medium, SCD medium , 10 ml medium , blood agar plates, and MEA agar plates were pre- 
incubated prior to use. One un-inoculated tube of each medium was incubated with the test tubes as closed controls ( ^ 

Swab : One sterile swab was aseptically transferred to a tube containing 10 ml of sterile -JLy medium 

Equipment: Two (2) l o'* fdUtJ were eac h dipped into one tube each of SCD and FI . Thio. media ( 

Syringe: Two (2) syringes were used to withdraw media from each of SCD and FI. Thio. Media and expelled it back to their 
respective tubes. 

System control: To monitor the sterility of the analytical technique, a system control was used. One sterile vial of 0.1% peptone 
water was aseptically opened to expose the rubber stopper by using a sterile 1 0 ’ forceps, this unit was tested using the same 
analytical procedure employed in setting up the sample ( y ). 

5. Environmental: Two blood agar plates were exposed for the duration of the analysis on the right and left sides of the hood 
working area for each step of the analysis( fyf. One tube each of FI. Thio. medium, SCD medium and SabDex medium were 
opened and exposed for the duration of the analysis as opened controls ( ys). 

6. Incubation: 

Tubes of SCD medium were incubated H days at 22.5 +/- 2.5 °C. Tubes of FI. Thio. medium were incubated days at 
32.5+/ - 2.5 °C. Tubes of Sab-Dextrose medium were incubated 14 days at 30 °C. All tubes were observed periodically for 
indication of possible growth (i .e. turbidity) ( y). The MEA agar plates were incubated at 22.5 +/ - 2.5 C and were observed for 
growth for up to 14 days (yf). 


7. Subculture of presumptive positive tubes: 


4F ’L'l - 2 "| 


( ) Analyst performing 

ANALYST(S) 


procedure 
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GENERAL CONTINUATION 
SHEET 


PRODUCT 


Meb^h°kJn;$aCrv 




TbWgjffaA SAMPLE NO 




SUB# 


— 

IX-' 
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prodi ipx 

GENERAL CONTINUATION 

sheet ft ffej gjuLXt 


SAMPLE NO. 





SL'B U 


Direct inoculati on o f product on agar media n/a-nqi Applicable 

Agan/T^lates , Gram stain Subculture on Biochemical 
type A read *>****+'•' ^ identification 

usedg \°\\ (n ^ j. & 

ne * + 



-tjTJ/c? 
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GENERAL CONTINUATION PRODUCT . SAMPLEN °' 

SHEET AUC&- ffbwLc Evil’S 


Direct inoculation of product on agar media n/a- Not Applicable 

SUB# Agan^l Plates 1 Gram, stain I Subculture on f Biochemical 

type 0 * | read f4 t identification 

used* 0-1- l> >0-1 t^&\ j Tilk 


Results 


e * 

_U5, 

*<$> 

^ ' 

-M *i 

'££^50 | 


i 

fafo a ^ 






■y- C&* CcjflS# 

{ +* ; 

ra 




[ i£ Ax tCifk , L 

ML#-£x*JCCfk \ Y/Zgf 

'«*» A- 




/ AW 


O - ’ ' | j 

C^&y^ jp^u^r^r 

y^a^ V • yU^tAL J\Al CA*-a 

4- ~ 1 


ly\A. 



£kz ppulfai 


ANALYST(S) 



pageJJofT/ages 
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GENERAL CONTINUATION SHEET 




DAILY OBSERVATIONS 


SAMPLE TEST 


PLE NO. 


Date Incubation Started 7^ 


^LJE^/ Composite 


X-i 


X - X- 






IX 


H -A 


2 T -7 


XT' t 


XT -7 


jr -/o 


n - n 


XT- (2- 




II -w 


XT - /5 


xr-tc* 


8 

9 

10 

11 

12 

13 


Final Results 



y r u H * h ps t+ W y r r r 


~ f\J O^Vov^vl 

W= weekend L= Leave H= Holidays 


ANALYST(S) 


0= other (Explain) 


' JnotsJ’fu. 
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GENERAL CONTINUATION SHEET 


PRODUCT 


DAILY OBSERVATIONS 


I 


^SU B^gom postte 


Jt -17 


IT- l? 






J4 




1 


XT 




IT- -LG 


XT- 2.7 


H- 


TT-^t 




m-?f 




SAMPLE TEST 


Date Incubation Started l O 


Final Results 



/^kUM tc r r 


k r ts 


_ — plo 


yiovJ^ 


W= weekend 


ANALYST(S) 


L= Leave H= Holidays 0= other (Explain) 
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GENERAL CONTINUATION SHEET 


DAILY OBSERVATIONS 


SAMPLE TEST 


Date Incubation Started J Q — 



HL-v 


BL-JS 






Ho 




TS--*«r 


-V? 




-s.-y7 




Final Results 



/r ^ 




rr. ^v) o Ka- 


W= weekend L= Leave H= Holidays 0= other (Explain) 
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GENERAL CONTINUATION SHEET 


DAILY OBSERVATIONS 


SAMPLE TEST 


Date Incubation Started. 


Final Results 



y u7 R rfTP K U K K 


— - 




W= weekend 


ANALYST(S) 


L= Leave H= Holidays 0= other (Explain) 
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GENERAL CONTINUATION SHEET 


DAILY OBSERVATIONS 


SAMPLE TEST 


Date Incubation Started (_ 0 — 


SUB /Composite 


IX- 


TS> 


H- fc f 


tr./S 

/& s 


£ 


Final Results 



%\xw 


Hr* ft / v I* w t? p r K 


W= weekend L= Leave H= Holidays 0= other (Explain) 
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GENERAL CONTINUATION SHEET 



DAILY OBSERVATIONS 


SAMPLE TEST 



f UJ ft H ^ b~ /- t' v h t- h- 
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GENERAL CONTINUATION SHEET 


DAILY OBSERVATIONS 


SAMPLE TEST 


Date Incubation Started 


SUB / Composite 


Final Results 











"SI ' J 7 'X 


UP 


tss 

Y* 

CSS: 

Yf 

T5 

YL 





Vj 




Y7 


Yf 








m/ 

/VV 




Hy/ 

/&/ 


% 




b b kJ n b b b b b 

V 

= weekend L= Leave H= Holidays 0= other (Explain) 


b b h 


W= weekend 


ANALYST(S) 
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GENERAL CONTINUATION SHEET 


SAMPLE NO. 


DAILY OBSERVATIONS 


SAMPLE TEST 


Date Incubation Started 


^SUbJ/ Composite 


Ht -So 


Final Results 



y Is U M A" h 


a^Uaa-c^ Ta^PT 
___ — Y\q ^loi/v/A/v ^ 


W= weekend 


ANALYST(S) 


L= Leave H= Holidays 0= other (Explain) 
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& ^ ^ $ 


GENERAL CONTINUATION 
SHEET 


PRODUCT 


Results from Subculture of I 

on agar plates ^ N/A-Not / 

Agar used U 2 u <*^5 Microscopic Colony Morpho 

\ u, *V* examination from / 


SAMPLE NO. 


(=>^3 °|C >5 


^ Medium 

N/A-Not Applicable 

Colony Morphology Subculture Biochemical 

/ on identification 


$cpH I 

MtrA 

Hm. 



+'l+i " 


'Q.-P.'L -+J+ L 


IT- ^ \ 


3 E- Zy 




^- Z{ ° +,K 




4 A 


m-ir 

4 

' 

A 


\ 

TIL 31 

\ 


-fA. 

m 


-S.V /Y 

f 

■+/+ 
r i~ 




f »4 Ik 
A A 


^ V* 


4 A 
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GENERAL CONTINUATION 
SHEET 



SAMPLE NO. 




Results from Subculture of ^ 
on agar plates iolixi 


Agar used M j* ^^Microscopic 

examination from 

^ 5coA H <?A flic, tf fa 

+ 4 - - > 


% 

hkl -f 




— — ■ 




\ Medium 

N/A=Not Applicable 
Colony Morphology 

/e? A^ 

Pl*K 


Subculture Biochemical 

on identification 









f 

< 

7 

PiVK 
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GENERAL CONTINUATION 
SHEET 


PRODUCT 


SAMPLE NO. 




4^3 


Results from Subculture of 
on agar plates 


SUB# 


to- 1S-IJ. 


X-\ +J. 


J-2. +2. 


2T-3 +,K +, 


E-H + -K- *>l\ 


Jl-5 +,l\ +, 


E-L +,(+ u +, 


Jt-7 +,/+i +, 


jl-r 


+A +, 


jr-/o + t 


JT - // + z 


IT - /Z 






H -/3 


Jl-'V 


If '15 +,K 


— l t? 'f- 
r -2- 


IT ~l~i 


TL-'l + t 


5 - +,/l + i 


TZ-2o 


MeA f-Uc. 




Medium 
N/A=Not Applicable 


Colony Morphology 


faf 6^ fa XI 



Biochemical 

identification 
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GENERAL CONTINUATION 
SHEET 



SAMPLE NO. 

£13*? (.5 


SUB# 




Results from Subculture of 
on agar plates 


KfcrA fitA A«.c 


.11111 

M 


Medium 

N/A=Not Applicable 


Colony Morphology Subculture 

K * on 

a— 


Biochemical 

identification 




-£- 22 - + 


*S5 - -v^ 


-w+i -+1 


if-w +, +, 


• 5-2 fc _ + t 


*' Z 7 +, 4 , 


•5-2.? 


5 - 2-1 


5 -3d 


TSL-3I 


1 &- 22 . +, (+ t 


iS-32 +,. 






4 ^ +, 


5 *— 77 


■55^ 4,1-J +, 


'3S- ?<) + I+, +, 
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GENERAL CONTINUATION 
SHEET 


Results from Subculture of 
on agar plates 

SUB # T lo|l? Agar .used /^Microscopic 

ts u(if^ ex amina tion from 

■HT-Mv -h, - - 

~ 

UP « +, + — 

4 -, ~ 

xst- 45 -tA ' ~ 


SAMPLE NO. 

£ 13^,5 


Medium 
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GENERAL CONTINUATION 
SHEET 



SAMPLE NO 




QC RECORDS 


Malt Extract agar (MEA) i j, 

Chlorotetracycline 

Modified Soybean Casein agar 

MacConkey 7 /^ 

Blood Agar Plates Lot # 2220296 Exp 2012 1 1 30 

SAB-DEX Slant 283-12 , 7 , 7 0-n^ 

Thioglycolate medium 244- 1 2 
SCD medium 177-12 

Sterile water 146-12 

Sterile alcohol Decon laboratories inc., lot # 790335 Exp. 04-2013 
Sterile pippet 10 ml VWR Lot # 20411004 


283-12 , 7 ^,, 


Instruments: 

Incubator 30 C 
Incubator 32 °C +/ 2.5 °C 
Incubator 22.5°C +/-2.5°C 
Microscope 
Sterile sleeve 
Sterile gloves 
Digital Microscope 
Sterile plastic tubes (10 ml) 
Decapitator 176-12 


1456 

1958 & 1959 
1776 
0282 
076-12 

Kimtech Lot 42051 1 /SMI 1362XX EXP: 2016-04 


Lot # 8597 19 06 19 


Exposure plate result: 

/\/<0 0 ^ 4 ^- clUbcbgC' 


N/A = not applicable 
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Food and Drug Administration Office of Regulatory Affairs 

Collection Report 
For Sample Number: 693965 

This is an accurate reproduction of the original electronic record as of 10/04/2012 

Flag Flag Remarks 

Episode Number Origin Basis 

Domestic Other-Survln 

FEI Date Collected Product Code 

3003623877 10/02/2012 64LCP45 

Compliance Num Country of Origin 

United States 

Related Smpl Num Position Class Sampling District NDC Number Permit Number Storage Rqrmnt. 

INV NWE-DO Ambient 

Dealer is Consumer Crx/DEA Schedule Recall Num Consumer Compl. Num Brand Name 

methylprednisolone acetate (preservative 
free) 80mg/ml 

Product Description 

Product is a liquid sterile compounded suspension filled in ImL clear glass vials and labeled as 

Product Label 

See continuation. 

Reason for Collection MFG Codes 

Sample collected to demonstrate the presence of unknown "081020I2@5r 

particulate matter in sterile drug product, lot #08102012@51, 
intended for intrathecal administration. Sample collected during 
an inspection and will be tested for sterility and undergo visual 
inspection. 

Firm Legal Name 
New England Compounding Center 

New England Compounding Center 
Size of Lot 

#738 one mL vials held in quarantine 
by firm 

Description of Sample 
See continuation. 

Method of Collection 
See continuation. 

How Prepared 

See continuation. 

Collector's Identification on Package and/or Label 

"Sample #693965, SSD, 10/2/2012, Subs 1, 2, 3 of 3" 

Sample Delivered To 
NRL 

Lab w/Split Sample Lab 
0 NRL 


Collector's Identification on Seal 

Please see remarks. 

Date Delivered Orig C/R & Records To 

10/03/2012 NWE-DO 


Address Type of Firm Firm FEI FCE 

697 Waverly St Framingham, MA 01702- Dealer 3003623877 

8589 US 

697 Waverly St Framingham, MA 01702- Manufacturer 3003623877 
8589 US 

Est. Value Rcpt Type Carrier Name Date Shipped 

FDA484 


Expiration Date 

2/6/2013 


Sample Type FIS Smpl Num Status 

Official 132061 19 Completed 

Responsible Firm PAC Hours 

Dealer 56 DO 15 4.5 



Date: 10/04/2012 
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Food and Drug Administration Office of Regulatory Affairs 

Collection Report 
For Sample Number: 693965 

This is an accurate reproduction of the original electronic record as of 10/04/2012 


Continuation: 

Product Label 

Drug product vials labeled in part: "METHYLPRED. AC (PF) 80MG/ML INJECTA Lot #08102012@5I Discard after 
2/6/2013 SHAKE WELL ***SDV*** 1ML necc" 

Description of Sample 

Sample consists of 3 sub-samples totalling #100 one mL vials of methylprednisolone acetate 80mg/mL suspension; lot 

#08 1 020 1 2@5 1 . Sub I includes 4 vials with visible particulate matter; sub 2 includes 56 vials with no visible particulate matter; 

sub 3 includes 38 vials with potentially visible particulate matter. 

Method of Collection 

The sample of #100 one mL glass vials containing methylprednisolone acetate 80mg/ml suspension were collected from a bin 
containing #321 one mL vials. The vials were selected for sampling during a field exam of the methylprednisolone drug 
product quarantined by the firm. Vials were placed in a brown paper bag. 

How Prepared 

At firm, Sample #693965 (#100 one mL glass vials of methylprednisolone acetate 80mg/ml suspension) were placed in a brown 
paper bag which was taped with filamentous tape as a closed package vertically, then horizontally across the opening. An 
official seal was affixed across the taped opening. The official seal read in part: "***New England District 
Office***693965***Stacey S. Degarmo, 

Remarks 

(continued from "Product Description") methylprednisolone AC (PF) 80mg/ml 

(continued from "How Prepared") Investigator*** 10/2/2012***". The sample was placed in a locked briefcase for transport to 
the FDA office in Stoneham, MA. The sample was placed in locked drawer in NWE-DO overnight until 10/3/2012. On 
10/3/2012, the official seal was broken by Stacey Degarmo to divide the sampled vials into three sub-samples and provide 2 
vials to the Massachusetts Board of Pharmacy. Two vials identified as having visible black particulates were selected and 
provided to Sam Penta and Leo McKenna from the Massachusetts Board of Pharmacy. The vials were photographed and 
provided to Mr. Penta and Mr. McKenna in a plastic sampling cup lined with bubble wrap. The remaining vials were divided 
into 3 sub-samples. Sub 1 consisted of 4 vials identiifed as having clearly visible particulate matter; sub 2 consisted of 56 vials 
without visible particulates; and sub 3 consisted of 38 vials identified as having potentially visible particulate matter. The 3 sub- 
samples were each packaged in a brown paper bag, labeled with sample number, collector’s initials (SSD), date of collection, 
and sub-sample number, and were closed and taped horizontally across the opening. The three sub-samples were placed in a 
large brown paper bag that was taped closed with filamentous tape vertically and then horizontally across the opening. An 
official seal was affixed across the taped opening. The sample was packaged with samples 693966 and 693967 (each affixed 
with a 525) in a corregated cardboard box lined with bubble wrap. The samples were hand delivered on 10/3/2012 to a 
representative from NRL by Investigator Mary McGany. 

Collector's ID on Seal: "New England District Office, 693965, Stacey S. Degarmo, Investigator, 10/3/2012" 

Note: The sterile drug products sampled are compounded for intrathecal administration. 

Note: The firm did not provide an estimated value of product lot #08I02012@51. 


Date: 10/04/2012 
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Food and Drug Administration Office of Regulatory Affairs 

Collection Report 
For Sample Number: 693965 

This is an accurate reproduction of the original electronic record as of 1 0/04/20 1 2 


Document Number 

Document Date 

Document Type 

Document Remarks 

1 

10/03/2012 

Other 

Mounted original FDA 415a offical seal, broken 
10/3/2012 by Stacey S. Degarmo 

FDA 484 

Remarks 

See continuation. 

10/02/2012 

Other 

Receipt for Samples issued to Gregory A. Conigliaro 


Payment Amount Payment Method 

$0.00 No Charge 

Name of Signer 
Stacey S Degarmo 


704(d) Sample 702(b) Portion Collector's Name 
No No Stacey S Degarmo 

Date & Time of Signature Meaning 

10/03/2012 03:48 PM ET Collector 


Date: 10/04/2012 
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